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Sir- 



In response to the August 7, 2008 Office Action, please amend the application as follows: 
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In the Claims 

1. (Original) A pharmaceutical composition comprising two or more therapeutic agents selected 
from the group consisting of: 

(a) azo-bonded 4-APAA compound; 

(b) non-azo bonded 4-APAA compound; 

(c) azo-bonded 5-ASA compound; 

(d) non-azo bonded 5-ASA compound; 

(e) 4-APAA compound azo bonded to a 5-ASA compound. 

2. (Currently amended) The pharmaceutical composition of claim 1 further comprising a third 
therapeutic agent selected from the group consisting of: steroids, antibiotics, stool softeners, stool 
hardeners, nutraceuticals, probiotic agents and organisms, and nicotinic agents. 

3. (Original) The pharmaceutical composition of claim 1 formulated to deliver the therapeutic 
agents to the small intestine and/or the colon. 

4. (Original) The pharmaceutical composition of claim 1 formulated to release the therapeutic 
agents along the length of the small intestine and the colon. 

5. (Original) The pharmaceutical composition of claim 1 formulated to release the therapeutic 
agents along the length of the distal portion of the small intestine and the colon. 

6. (Original) The pharmaceutical composition of claim 1 formulated to release the therapeutic 
agents along the length of the colon. 

7. (Original) The pharmaceutical composition of claim 1 formulated to pass through the stomach 
and to release the active agent in the intestine. 

8. (Original) The pharmaceutical composition of claim 1 formulated as a suppository. 

9. (Original) The pharmaceutical composition of claim 1 formulated for administration as an enema. 

10. (Original) The pharmaceutical composition of claim 1 formulated as a mouth wash. 
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1 1 . (Original) The pharmaceutical composition of claim 1 formulated for vaginal administration. 

12. (Original) The pharmaceutical composition of claim 1 formulated for intra-uterine administration. 

13. (Original) The pharmaceutical composition of claim 1 formulated for topical administration. 

14. (Original) The pharmaceutical composition of claim 1 formulated for administration to the eye. 

15. (Original) The pharmaceutical composition of claim 1 formulated to release: 

(a) at least one component selected from: 

(i) a first component comprising one or more of the therapeutic agents formulated for 
release in the stomach, 

(ii) a second component comprising one or more of the therapeutic agents formulated for 
release in the small intestine or distal portion of the small intestine, and 

(b) a third component comprising one or more of the therapeutic agents formulated for release in 
the colon. 

1 6. (Currently amended) T he pharmaceutical composition of claim 0 15 wherein: 

(a) the first component comprises a 5-ASA compound; 

(b) the second component comprises a 5-ASA compound and a 4-APAA compound formulated 
for release in a distal portion of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

17. (Currently amended) The pharmaceutical composition of claim 0 15 wherein: 

(a) the first component comprises a 5-ASA compound; 

(b) the second component comprises: 

(i) a 5-ASA compound formulated for release in the small intestine; 

(ii) a 5-ASA compound and a 4-APAA compound formulated for release in a distal 
portion of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

18. (Currently amended) The pharmaceutical composition of claim 0 15 wherein: 
(a) the first component comprises a 5-ASA compound; 
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(b) the second component is not present; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

19. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component comprises a 5-ASA compound; 

(b) the second component comprises a 5-ASA compound formulated for release in the small 
intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

20. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component comprises a 4-APAA compound; 

(b) the second component comprises a 5-ASA compound and a 4-APAA compound formulated 
for release in a distal portion of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

21 . (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component comprises a 4-APAA compound; 

(b) the second component comprises: 

(i) a 4-APAA compound formulated for release in the small intestine; and 

(ii) a 5-ASA compound and 4-APAA compound formulated for release in a distal portion 
of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

22. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component comprises a 4-APAA compound; 

(b) the second component is not present; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

23. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component comprises a 4-APAA compound; 

(b) the second component comprises a 4-APAA compound formulated for release in the small 
intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 
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24. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises a 5-ASA compound and 4-APAA compound formulated for 
release in a distal portion of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

25. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises: 

(i) a 5-ASA compound formulated for release in the small intestine; 

(ii) a 5-ASA compound and 4-APAA compound formulated for release in a distal portion 
of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

26. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises a 5-ASA compound formulated for release in the small 
intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

27. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises a 5-ASA compound and 4-APAA compound formulated for 
release in a distal portion of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

28. (Currently amended) The pharmaceutical composition of claim © 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises: 

(i) a 4-APAA compound formulated for release in the small intestine; and 
(b) a 5-ASA compound and 4-APAA compound formulated for release in a distal portion 
of the small intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 
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29. (Currently amended) The pharmaceutical composition of claim 0 15 wherein: 

(a) the first component is not present; 

(b) the second component comprises a 4-APAA compound formulated for release in the small 
intestine; 

(c) the third component comprises a 5-ASA compound and a 4-APAA compound. 

30. (Currently amended) A method of treating an inflammatory gastrointestinal condition comprising 
administering to a subject a pharmaceutical composition of claim 1,2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 
15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28 or 29 in an amount sufficient to reduce the 
inflammatory gastrointestinal condition. 

31. (Cancelled). 
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REMARKS 

Objection to Claims 

Applicants have amended claims 2 and 30 to overcome the indefinite objections thereby obviating this 
objection. 

Information Disclosure Statement 

Applicants have included herewith a replacement sheet providing the publication date. The molecule 
discussed in the Beilstein search, was originally published in 1884. The IDS form now states this date 
and is located in Appenidix A. 

Previously Filed Terminal Disclaimers 

Applicants filed three Terminal Disclaimers on September 7, 2007 and a copy of each is included. The 
fees have already been paid for these documents. The Terminal Disclaimers include one for US Patent 
Nos. 7,119,119, 6,903,082 and 6,583,128. 

Fees Due 

Applicants believe that no fee is due for entry of this amendment, however, in the event an additional fee 
is found due, the U.S. Patent and Trademark Office is hereby authorized to charge any additional amount 
necessary to the entry of this amendment to Deposit Account No. 13-4365 of Moore & Van Allen PLLC. 

Conclusion 

Applicants have satisfied the requirements for patentability. All pending claims are free of the art and 
fully comply with the requirements of 35 U.S.C. §112. It therefore is requested that Examiner Spivack 
reconsider the patentability of pending claims in light of the distinguishing remarks herein and withdraw 
all rejections, thereby placing the application in condition for allowance. Notice of the same is earnestly 
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solicited. In the event that any issues remain, Examiner Spivack is requested to contact the undersigned 
attorney at (919) 286-8089 to resolve same. 



Respectfully submitted, 



Moore & Van Allen PLLC 
P. O. Box 13706 

Research Triangle Park, NC 27709 
Telephone: (919) 286-8000 
Facsimile: (919) 286-8199 
Attorney Docket No. 014811-673.119US 



Marianne Fuierer 
Attorney for Applicant 
Registration No. 39,983 



014811-673.119US 



APPENDIX A 
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